
10302 Federal Register / Vol. 64, No. 41 / Wednesday, March 3, 1999 / Notices

B. Federal Reserve Bank of St. Louis
(Randall C. Sumner, Vice President) 411
Locust Street, St. Louis, Missouri 63102-
2034:

1. Union Financial Group, Ltd.,
Swansea, Illinois; to acquire 100 percent
of the voting shares of Union Bank of
Illinois, Swansea, Illinois (in
organization).

C. Federal Reserve Bank of
Minneapolis (JoAnne F. Lewellen,
Assistant Vice President) 90 Hennepin
Avenue, P.O. Box 291, Minneapolis,
Minnesota 55480-0291:

1. Piesco, Inc., Springfield,
Minnesota; to become a bank holding
company by acquiring 100 percent of
the voting shares of Norwood
Bancshares, Inc., Norwood Young
America, Minnesota, and thereby
indirectly acquire Citizens State Bank of
Norwood, Norwood Young America,
Minnesota; Springfield Investment
Company, Springfield, Minnesota, and
Farmers and Merchants State Bank of
Springfield, Springfield, Minnesota.

Board of Governors of the Federal Reserve
System, February 25, 1999.
Robert deV. Frierson,
Associate Secretary of the Board.
[FR Doc. 99–5195 Filed 3–2–99; 8:45 am]
BILLING CODE 6210–01–F

FEDERAL RESERVE SYSTEM

Notice of Proposals to Engage in
Permissible Nonbanking Activities or
to Acquire Companies that are
Engaged in Permissible Nonbanking
Activities

The companies listed in this notice
have given notice under section 4 of the
Bank Holding Company Act (12 U.S.C.
1843) (BHC Act) and Regulation Y, (12
CFR Part 225) to engage de novo, or to
acquire or control voting securities or
assets of a company, including the
companies listed below, that engages
either directly or through a subsidiary or
other company, in a nonbanking activity
that is listed in § 225.28 of Regulation
Y (12 CFR 225.28) or that the Board has
determined by Order to be closely
related to banking and permissible for
bank holding companies. Unless
otherwise noted, these activities will be
conducted throughout the United States.

Each notice is available for inspection
at the Federal Reserve Bank indicated.
The notice also will be available for
inspection at the offices of the Board of
Governors. Interested persons may
express their views in writing on the
question whether the proposal complies
with the standards of section 4 of the
BHC Act.

Unless otherwise noted, comments
regarding the applications must be
received at the Reserve Bank indicated
or the offices of the Board of Governors
not later than March 26, 1999.

A. Federal Reserve Bank of San
Francisco (Maria Villanueva, Manager
of Analytical Support, Consumer
Regulation Group) 101 Market Street,
San Francisco, California 94105-1579:

1. Pedcor Bancorp, Indianapolis,
Indiana; to acquire 49.9 percent of the
voting shares of Fidelity Federal
Bancorp, Evansville, Indiana, and
thereby indirectly acquire United
Fidelity Bank, F.S.B., Evansville,
Indiana, and thereby engage in owning
and operating a savings association,
pursuant to § 225.28(b)(4)(ii) of
Regulation Y.

Board of Governors of the Federal Reserve
System, February 25, 1999.
Robert deV. Frierson,
Associate Secretary of the Board.
[FR Doc. 99–5196 Filed 3–2–99; 8:45 am]
BILLING CODE 6210–01–F

FEDERAL RESERVE SYSTEM

Sunshine Act Meeting

AGENCY HOLDING THE MEETING: Board of
Governors of the Federal Reserve
System.

TIME AND DATE: 11:00 a.m., Monday,
March 8, 1999.

PLACE: Marriner S. Eccles Federal
Reserve Board Building, 20th and C
Streets, N.W., Washington, D.C. 20551.

STATUS: Closed:

MATTERS TO BE CONSIDERED:
1. Personnel actions (appointments,

promotions, assignments,
reassignments, and salary actions)
involving individual Reserve System
employees.

2. Any items carried forward from a
previously announced meeting.

CONTACT PERSON FOR MORE INFORMATION:
Lynn S. Fox, Assistant to the Board;
202–452–3204.

SUPPLEMENTARY INFORMATION: You may
call 202–452–3206 beginning at
approximately 5 p.m. two business days
before the meting for a recorded
announcement of bank and bank
holding company applications
scheduled for the meeting; or you may
contact the Board’s Web site at http://
www.federalreserve.gov for an
electronic announcement that not only
lists applications, but also indicates
procedural and other information about
the meeting.

Dated: February 25, 1999.
Robert deV. Frierson,
Associate Secretary of the Board.
[FR Doc. 99–5279 Filed 2–26–99; 4:19 pm]
BILLING CODE 6210–01–P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. 99F–0299]

Alcide Corp. Inc.; Filing of Food
Additive Petition

AGENCY: Food and Drug Administration,
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that Alcide Corp. has filed a petition
proposing that the food additive
regulations be amended to provide for
the safe use of aqueous solutions of
acidified sodium chlorite as an
antimicrobial agent on raw agricultural
commodities.
DATES: Written comments on the
petitioner’s environmental assessment
by April 2, 1999.
ADDRESSES: Submit written comments
to the Dockets Management Branch
(HFA–305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852.
FOR FURTHER INFORMATION CONTACT:
Robert L. Martin, Center for Food Safety
and Applied Nutrition (HFS–215), Food
and Drug Administration, 200 C St. SW.,
Washington, DC 20204–0001, 202–418–
3074.
SUPPLEMENTARY INFORMATION: Under the
Federal Food, Drug, and Cosmetic Act
(sec. 409(b)(5) (21 U.S.C. 348(b)(5))),
notice is given that a petition (FAP
9A4648) has been filed by Alcide Corp.,
8561 154th Ave. NE., Redmond, WA
98052. The petition proposes to amend
the food additive regulations in 21 CFR
173.325 to provide for the safe use of
aqueous solutions of acidified sodium
chlorite as an antimicrobial agent on
raw agricultural commodities.

The potential environmental impact
of this action is being reviewed. To
encourage public participation
consistent with regulations issued under
the National Environmental Policy Act
(40 CFR 1501.4(b)), the agency is
placing the environmental assessment
submitted with the petition that is the
subject of this notice on public display
at the Dockets Management Branch
(address above) for public review and
comment. Interested persons may, on or
before April 2, 1999, submit to the
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Dockets Management Branch (address
above) written comments. Two copies of
any comments are to be submitted,
except that individuals may submit one
copy. Comments are to be identified
with the docket number found in
brackets in the heading of this
document. Received comments may be
seen in the office above between 9 a.m.
and 4 p.m., Monday through Friday.
FDA will also place on public display
any amendments to, or comments on,
the petitioner’s environmental
assessment without further
announcement in the Federal Register.
If, based on its review, the agency finds
that an environmental impact statement
is not required and this petition results
in a regulation, the notice of availability
of the agency’s finding of no significant
impact and the evidence supporting that
finding will be published with the
regulation in the Federal Register in
accordance with 21 CFR 25.40(c).

Dated: February 19, 1999.
Laura M. Tarantino,
Acting Director, Office of Premarket
Approval, Center for Food Safety and Applied
Nutrition.
[FR Doc. 99–5131 Filed 3–2–99; 8:45 am]
BILLING CODE 4160–01–F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. 98E–0796]

Determination of Regulatory Review
Period for Purposes of Patent
Extension; LumenHance

AGENCY: Food and Drug Administration,
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) has determined
the regulatory review period for
LumenHance and is publishing this
notice of that determination as required
by law. FDA has made the
determination because of the
submission of an application to the
Commissioner of Patents and
Trademarks, Department of Commerce,
for the extension of a patent which
claims that human drug product.
ADDRESSES: Written comments and
petitions should be directed to the
Dockets Management Branch (HFA–
305), Food and Drug Administration,
5630 Fishers Lane, rm. 1061, Rockville,
MD 20852.
FOR FURTHER INFORMATION
CONTACT: Brian J. Malkin, Office of
Health Affairs (HFY–20), Food and Drug

Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301–827–6620.
SUPPLEMENTARY INFORMATION: The Drug
Price Competition and Patent Term
Restoration Act of 1984 (Pub. L. 98–417)
and the Generic Animal Drug and Patent
Term Restoration Act (Pub. L. 100670)
generally provide that a patent may be
extended for a period of up to 5 years
so long as the patented item (human
drug product, animal drug product,
medical device, food additive, or color
additive) was subject to regulatory
review by FDA before the item was
marketed. Under these acts, a product’s
regulatory review period forms the basis
for determining the amount of extension
an applicant may receive.

A regulatory review period consists of
two periods of time: A testing phase and
an approval phase. For human drug
products, the testing phase begins when
the exemption to permit the clinical
investigations of the drug becomes
effective and runs until the approval
phase begins. The approval phase starts
with the initial submission of an
application to market the human drug
product and continues until FDA grants
permission to market the drug product.
Although only a portion of a regulatory
review period may count toward the
actual amount of extension that the
Commissioner of Patents and
Trademarks may award (for example,
half the testing phase must be
subtracted as well as any time that may
have occurred before the patent was
issued), FDA’s determination of the
length of a regulatory review period for
a human drug product will include all
of the testing phase and approval phase
as specified in 35 U.S.C. 156(g)(1)(B).

FDA recently approved for marketing
the human drug product LumenHance
(manganese chloride USP).
LumenHance is indicated for use as a
magnetic resonance imaging (MRI)
contrast media, to enhance the
delineation of the upper gastrointestinal
tract to distinguish it from organs and
tissues that are adjacent to the upper
regions of the gastrointestinal tract.
Subsequent to this approval, the Patent
and Trademark Office received a patent
term restoration application for
LumenHance (U.S. Patent No.
5,368,840) from Bracco Diagnostics Inc.,
and the Patent and Trademark Office
requested FDA’s assistance in
determining this patent’s eligibility for
patent term restoration. In a letter dated
December 14, 1998, FDA advised the
Patent and Trademark Office that this
human drug product had undergone a
regulatory review period and that the
approval of LumenHance represented
the first permitted commercial

marketing or use of the product. Shortly
thereafter, the Patent and Trademark
Office requested that FDA determine the
product’s regulatory review period.

FDA has determined that the
applicable regulatory review period for
LumenHance is 1,796 days. Of this
time, 1,067 days occurred during the
testing phase of the regulatory review
period, while 729 days occurred during
the approval phase. These periods of
time were derived from the following
dates:

1. The date an exemption under
section 505 of the Federal Food, Drug,
and Cosmetic Act (the act) (21 U.S.C.
355) became effective: The applicant
claims January 18, 1993, as the date the
investigational new drug application
(IND) became effective. However, FDA
records indicate that the IND effective
date was January 20, 1993, which was
30 days after FDA receipt of the IND.

2. The date the application was
initially submitted with respect to the
human drug product under section 505
of the act: December 22, 1995. The
applicant claims December 20, 1995, as
the date the new drug application
(NDA) for LumenHance (NDA 20–686)
was initially submitted. However, FDA
records indicate that NDA 20–686 was
submitted on December 22, 1995.

3. The date the application was
approved: December 19, 1997. FDA has
verified the applicant’s claim that NDA
20–686 was approved on December 19,
1997.

This determination of the regulatory
review period establishes the maximum
potential length of a patent extension.
However, the U.S. Patent and
Trademark Office applies several
statutory limitations in its calculations
of the actual period for patent extension.
In its application for patent extension,
this applicant seeks 20 days of patent
term extension.

Anyone with knowledge that any of
the dates as published is incorrect may,
on or before May 3, 1999, submit to the
Dockets Management Branch (address
above) written comments and ask for a
redetermination. Furthermore, any
interested person may petition FDA, on
or before August 30, 1999, for a
determination regarding whether the
applicant for extension acted with due
diligence during the regulatory review
period. To meet its burden, the petition
must contain sufficient facts to merit an
FDA investigation. (See H. Rept. 857,
part 1, 98th Cong., 2d sess., pp. 41–42,
1984.) Petitions should be in the format
specified in 21 CFR 10.30.

Comments and petitions should be
submitted to the Dockets Management
Branch (address above) in three copies
(except that individuals may submit
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